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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 
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DETAILED ACTION 

The Amendment filed July 14, 2006 has been entered. 
Claims 1 and 7-20 are cancelled. 
Claims 2-6 are currently amended. 
Claims 2-6 are pending and are examined. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

All previous objections and rejections not set forth below have been withdrawn. 

Claim Rejections - 35 USC § 112 

Claims 2-6 remain rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention, for the reasons of record set forth in the office action mailed April 14, 2006. 

Applicant's arguments filed July 14, 2006 have been fully considered but they are not 
persuasive. 

Applicants maintain that in the current application, the disclosure is sufficient to meet the 
written description requirement in line with the reasoning provided by the Federal Circuit. 
Applicants point out that claim 2 has been amended to recite a composition comprising SEQ ID 
No: 47 and functional variants, and that, in addition, claim 3 has been amended to recite 
functional variants that are at least 90% identical to SEQ ID No: 47. Applicants also point out 
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that the sequence for SEQ ID No: 47 is provided in the application, as are Examples 
incorporating this sequence. Applicants maintain that descriptions of functional variants are 
found throughout the application, for example, on pages 43-44. Applicants additionally point out 
that methods for making and using nucleic acids, such as the functional variants, complements, 
or reverse sequences, are well known to one of skill in the art and are described in the 
application, for example, on pages 44-46 and in the Examples. Applicants maintain that a person 
of skill in the art could readily identify if a sequence is 90% identical to the provided SEQ ID 
No: 47. Applicants further point out that the application provides extensive disclosure about the 
technology and background of vascular preferred promoters and methods of analyzing 
sequences, and Applicants maintain that these disclosures would satisfy a person of skill in the 
art that the technology is adequately described in the application. Applicants also point out that 
examples for each and every sequence claimed are not required by the Federal Circuit, and that 
there is no rule that every sequence must be provided in the application when a person of skill in 
the art could readily identify the invention claimed, (reply pages 5-6) 

The rejection is maintained because the disclosure of the single polynucleotide of SEQ 
ID NO: 47 that functions to confer vascular and xylem preferred polynucleotide transcription 
does not adequately describe the claimed genus of polynucleotide sequences which encompasses 
numerous undisclosed and uncharacterized functional variants of SEQ ID NO:47, including 
functional variants of SEQ ID NO:47 that have greater than or equal to 90% sequence identity to 
SEQ ID NO:47, and including polynucleotides that are complementary to the sequences in claim 
2 or that are that are reverse complements to the sequences in claim 2. Further, the outstanding 
rejection imposed no requirement for examples for each and every sequence; the outstanding 
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rejection merely stated that a representative number of species falling within the scope of the 

claimed genus had not been described. Regarding the descriptions of functional variants on pages 

43-44, the Examiner maintains that while the term functional variant is defined at pages 43-44, 

pages 43-44 do not describe the structure of any actual functional variant of SEQ ID NO:47. 

With respect to Applicant's assertion that methods for making and using nucleic acids, 

such as the functional variants, complements, or reverse sequences, are well known to one of 

skill in the art and that this technology is adequately described in the application, the Examiner 

maintains that the outstanding rejection was not predicated on a failure to describe such 

technology; the outstanding rejection was predicated on a failure to describe the claimed 

sequences. In this regard it is also noted that whether a nucleic acid sequence is described is not 

dependent on whether the specification provides an enabling disclosure. See University of 

California v. Eli Lilly, 119 F.3d 1559, 43 USPQ 2d 1398 (Fed. Cir. 1997), which discusses the 

description of a claimed human cDNA sequence based on the disclosure of a rat cDNA sequence 

and a method for obtaining the human cDNA sequence: 

The patent describes a method of obtaining this cDNA by means of a constructive 
example, Example 6. This example, however, provides only a general method for 
obtaining the human cDNA (it incorporates by reference the method used to obtain the 
rat cDNA) along with the amino acid sequences of human insulin A and B chains. 
Whether or not it provides an enabling disclosure, it does not provide a written 
description of the cDNA encoding human insulin, which is necessary to provide a 
written description of the subject matter of claim 5. The name cDNA is not itself a 
written description of that DNA; it conveys no distinguishing information concerning its 
identity. While the example provides a process for obtaining human insulin-encoding 
cDNA, there is no further information in the patent pertaining to that cDNA's relevant 
structural or physical characteristics; in other words, it thus does not describe human 
insulin cDNA. Describing a method of preparing a cDNA or even describing the protein 
that the cDNA encodes, as the example does, does not necessarily describe the cDNA 
itself. (Lilly, 43 USPQ2d at 1405) 
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In the instant case, while the specification provides a process for obtaining functional variants of 
SEQ ID NO:47, there is no further information in the specification pertaining to the relevant 
structural or physical characteristics of these functional variants; in other words, it thus does not 
describe variants of SEQ ID NO:47 that that function to confer vascular and xylem preferred 
polynucleotide transcription. Further, describing methods for preparing functional variants of 
SEQ ID NO:47 does not necessarily describe the nucleic acid sequences of the variants prepared. 

Claims 2-6 remain rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for an isolated nucleic acid molecule of SEQ ID NO: 47, 
does not reasonably provide enablement for other isolated nucleic acid molecules. The 
specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and/or use the invention commensurate in scope with these 
claims, for the reasons of record set forth in the office action mailed April 14, 2006. 

Applicant's arguments filed July 14, 2006 have been fully considered but they are not 
persuasive. 

Applicants note that claims 2-6 are amended to recite compositions of SEQ ID No: 47 
and related sequences. Applicants maintain that the Examples provide the necessary steps for 
enabling the use of SEQ ID NO: 47, and also the enabling disclosure for other sequences 
described in the application. Applicants point out that the specification provides data for over 50 
sequences in Examples 1-9. Applicants maintain that these results indicate that the use of the 
claimed sequences was sufficiently described and the steps are able to predictably provide 
information regarding the sequences. Applicants maintain that a person of skill in the art reading 
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the specification can readily identify the sequences described in the claims and make the 
sequences using techniques provided in the specification or known to one of skill in the art, and 
that the sequences can then be tested using the procedures outlined in the specification and 
enabling for over 50 different sequences described in the application. Applicants maintain that 
these findings indicate the enablement of the claimed invention, (reply page 7) 

The full scope of the claimed invention is not enabled because it is unpredictable whether 
variants of SEQ ID NO:47 would function to confer gene expression in a plant cell, and whether 
SEQ ID NO:47 or variants thereof would be capable of downregulating the expression of an 
operably linked gene, because a promoter requires the presence of specific nucleotides and 
nucleotide sequence motifs in a polynucleotide in order to exhibit specific functional attributes, 
which nucleotides and motifs may not be present in variants of SEQ ID NO:47. In the instant 
case Applicant has not provided sufficient guidance with respect to the identity and location of 
key nucleotides and regulatory regions required for basal or tissue-specific promoter function, or 
for downregulating the expression of an operably linked gene, in variants of SEQ ID NO:47. 
Absent such guidance it would require undue experimentation for one skilled in the art to use 
variants of SEQ ID NO:47. The data provided for over 50 sequences in Examples 1-9 do not 
provide such guidance, because these sequences do not met the structural requirements of the 
rejected claims, and therefore fall outside of the scope of the claimed invention. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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Claim 2, and claims 3-6 dependent thereon, are rejected under 35 U.S.C. 1 12, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. Claim 2 is indefinite in its dependence from 
claim 1, which is cancelled. 

Claim Rejections - 35 USC § 102 

Claim 4 remains rejected under 35 U.S.C. 102(b) as being anticipated by Polvere R.I. et 
al. (GenBank Accession No. U88240, Trichinella spiralis hypothetical ORF 2.20 mRNA, partial 
cds, March 4, 1997), for the reasons of record set forth in the office action mailed April 14, 2006. 

Applicant's arguments filed July 14, 2006 have been fully considered but they are not 
persuasive. 

Applicant maintains that the amendment of claim 4 obviates the rejection (reply page 7). 

The Examiner maintains that the amendment of claim 4 does not obviate the rejection 
because Polvere R.I. et al. teach a sequence comprising at least 20 contiguous bases of SEQ ID 
NO:47. The sequence of Polvere R.I. et al. is therefore inherently complementary within this 
region to SEQ ID NO:47. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 



Remarks 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Cynthia Collins whose telephone number is (571) 272-0794. The 
examiner can normally be reached on Monday-Friday 8:45 AM -5:15 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anne Marie Grunberg can be reached on (571) 272-0975. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Primary Examiner 
Art Unit 1638 
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